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lenses shall conform to the specifica-
tions of §74.1710(b).

(c) Uses and restrictions. (1) The color
additive D&C Yellow No. 10 may be
used for coloring contact lenses in
amounts not to exceed the minimum
reasonably required to accomplish the
intended coloring effect.

(2) Authorization for this use shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act with respect to the
contact lens in which the color addi-
tive is used.

(d) Labeling. The label of the color ad-
ditive shall conform to the require-
ments of §70.25 of this chapter.

(e) Certification. All batches of D&C
Yellow No. 10 shall be certified in ac-
cordance with regulations in part 80 of
this chapter.

[52 FR 28690, Aug. 3, 1987]
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Subpart A—General Provisions

§80.10 Fees for certification services.

(a) Fees for straight colors including
lakes. The fee for the services provided
by the regulations in this part in the
case of each request for certification
submitted in accordance with
§80.21(j)(1) and (j)(2) shall be $0.35 per

§80.10

pound of the batch covered by such re-
quests, but no such fee shall be less
than $224.

(b) Fees for repacks of certified color
additives and color additive mixtures. The
fees for the services provided under the
regulations in this part in the case of
each request for certification sub-
mitted in accordance with §80.21(j)(3)
and (j)(4) shall be:

(1) 100 pounds or less—$35.

(2) Over 100 pounds but not over 1,000
pounds—3$35 plus $0.06 for each pound
over 100 pounds.

(3) Over 1,000 pounds—$89 plus $0.02
for each pound over 1,000 pounds.

(c) Advance deposits. Any person regu-
larly requesting certification services
may deposit funds in advance of re-
quests as prepayment of fees required
by this section.

(d) Method of payment. All deposits
and fees required by this section shall
be paid by money order, bank draft, or
certified check, drawn to the order of
the Food and Drug Administration,
collectible at par at Washington, DC.
All such deposits and fees shall be for-
warded to the Center for Food Safety
and Applied Nutrition (HFS-100), Food
and Drug Administration, 5001 Campus
Dr., College Park, MD 20740, whereupon
after making appropriate records
thereof, they will be transmitted to the
Treasurer of the United States for de-
posit to the special account ‘‘Salaries
and Expenses, Certification, Inspec-
tion, and Other Services, Food and
Drug Administration.”

(e) Refunds from advance deposits.
Whenever in the judgment of the Com-
missioner the ratio between fees col-
lected (which are based upon experi-
ence and the best estimate of costs and
the best estimate of earnings) and the
costs of providing the service during an
elapsed period of time, in the light of
all circumstances and contingencies,
warrants a refund from the fund col-
lected during such period, he shall
make ratable refunds to those persons
to whom the services were rendered
and charged, except that no refund
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§80.21

shall be made where the computed rat-
able amount for the elapsed period is
less than $5.00.

[42 FR 15662, Mar. 22, 1977, as amended at 47
FR 24692, June 8, 1982; 54 FR 24890, June 12,
1989; 59 FR 60899, Nov. 29, 1994; 61 FR 3572,
Feb. 1, 1996; 61 FR 14479, Apr. 2, 1996; 66 FR
56035, Nov. 6, 2001; 70 FR 15756, Mar. 29, 2005;
71 FR 70875, Dec. 7, 2006; 81 FR 49895, July 29,
2016]

Subpart B—Certification
Procedures

§80.21 Request for certification.

A request for certification of a batch
of color additive shall:

(a) Be addressed to the Commissioner
of Food and Drugs.

(b) Be prepared in the manner set
forth in paragraph (j) of this section.

(c) Be submitted in duplicate.

(d) Be signed by a responsible officer
of the person requesting certification
of the batch. In the case of a foreign
manufacturer, the request for certifi-
cation must be signed by a responsible
officer of such firm, and, by his agent
who resides in the United States.

(e) Show the name and post office ad-
dress of the actual manufacturer in
case such manufacturer is not the per-
son requesting certification of the
batch.

(f) Be accompanied by the fee pre-
scribed in §80.10 unless the person has
established with the Food and Drug
Administration an advanced deposit to
be used for prepayment of such fees. In
no case shall the Commissioner con-
sider a request for certification of a
batch of color additive if the fee ac-
companying such request is less than
that required by §80.10 or if such fee ex-
ceeds the amount held in the advance
deposit account of the manufacturer
submitting such request for -certifi-
cation.

(g) Be accompanied by the sample
prescribed in §80.22 consisting of:

(1) Four ounces in the case of
straight colors and lakes.

(2) Two ounces in the case of repacks
and mixtures.

A sample accompanying a request for
certification must be submitted under
separate cover and should be addressed
to the Color Certification Branch.

21 CFR Ch. | (4-1-18 Edition)

(h) The name of a color additive shall
be given in the following manner:

(1) The name of a straight color shall
be the name of the color as listed in
parts 74 and 81 of this chapter.

(2) The name of a lake shall be the
name derived in the manner described
in part 82 of this chapter.

(3) The name of a mixture shall be
the name given to such mixture by the
person requesting certification.

(4) The name of a repack shall be the
name described in paragraph (h)(1), (2),
or (3) of this section, whichever is ap-
plicable.

(i) The information and samples enu-
merated in paragraphs (a) to (h), inclu-
sive, of this section are the minimum
required. Additional information and
samples shall be submitted at the re-
quest of the Food and Drug Adminis-
tration when such additional informa-
tion and samples are necessary to de-
termine compliance with the require-
ments of §80.31 for the issuance of a
certificate.

(j) The form for submission of the ap-
plication shall be one of the following,
depending upon whether the color addi-
tive is a straight color, a lake, a repack
of a previously certified color additive,
or a color additive mixture.

(1) Request for certification of a batch
of straight color additive.

Date

Office of Cosmetics and Colors (HFS-100),
Center for Food Safety and Applied Nutri-
tion,
Food and Drug Administration,
5001 Campus Dr.,
College Park, MD 20740

In accordance with the regulations promul-
gated under the Federal Food, Drug, and
Cosmetic Act, we hereby make application
for the certification of a batch of straight
color additive.

Name of color
(As listed in 21 CFR part 74)

Batch number
(Manufacturer’s number)

Batch weighs  pounds

Batch manufactured by at
(Name and address of ac-

tual manufacturer)

How stored pending certification

(State conditions of storage, with kind and
size of containers, location, etc.)
Certification requested of this color for use
in
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